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Election/Restrictions 
1 . Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCX Rule 13.1. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, Claims 1-4, drawn to a purified polypeptide, wherein said polypeptide comprises an 
amino acid sequence of SEQ ID N0:2. 

Group II, Claims 1-2 and 5-7, drawn to an isolated antibody. 

Group III, Claims 8-11, drawn to an isolated polynucleotide, a host cell comprising said isolated 
polynucleotide. 

Group IV, Claims 12, drawn to a method for identifying NFAT activating receptor agonists and 
antagonists. 

Group V, Claim 13, drawn to a screening method for determining whether pharmaceuticals are 
likely to cause undesirable side effects associated with cytokine and cellular receptor production. 

Group VI, Claims 14-16, drawn to a method for affecting the expression of a cellular NFAT 
activating receptor. 

Group VII, Claims 17-18, drawn to a method for diagnosing the predisposition of a patient to 
develope disease caused by the unregulated expression of cytokines. 

Group VIII, Claims 19-20, drawn to a method for preventing or treating NFAT protein-mediated 
diseases in a mammal. 
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Group IX, Claim 21, drawn to a method for producing an antibody that binds to NFAT activating 
receptors. 

Group X, Claims 22-23, drawn to an antibody that binds to NFAT activating receptors. 

Group XI, Claim 24, drawn to a diagnostic method for detecting NFAT activating receptors 
expressed in cells. 

Group XII, Claims 25-26, drawn to a method for isolating and purifying NFAT activating 
receptors from recombinant cell culture. 

Group XIII, Claims 27-29, drawn to a method for inducing tolerance in a mammal that may 
experience unwanted immune response. 

Group XIV, Claim 30, drawn to a transgenic knock-out animal whose genome comprises a 
heterozygous or homozygous disruption in its endogenous NFAT activating receptor gene. 

2. The inventions listed as Groups I-XIII do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical feature for the following reasons: 

37 CFR 1.475(c) states: 

"If an application contains claims to more or less than one of the combinations of 
categories of invention set forth in paragraph (b) of this section, unity of invention might not be 
present." 



37 CFR 1.47(d) also states: 
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"If multiple products, processes of manufacture, or uses are claimed, the first invention of 
the category first mentioned in the claims of the application and the first recited invention of 
each of the other categories related thereto v^ill be considered as the main invention in the 
claims, see PCT article 17(3)(a) and 1 .476(c). " 

A 371 case is considered to have unity of invention only when there is a technical 
relationship among those inventions involving one or more of the same or corresponding 
technical features. The expression "special technical feature" means those technical features that 
define a contribution which each of the claimed inventions, considered as a whole, makes over 
the prior art. In the instant application: 

Groups I-III, X and XIV are drawn to distinctly different products that perform distinctly 
different fimctions, and are independent and mutually exclusive from each other. The special 
technical feature of Group I is a purified polypeptide. The instantly recited genus of polypeptides 
is enormous for reasonably embracing polypeptides that are diverse in amino acid sequence and 
possess distinctly different functions, as indicated by the terms "variant" and "fragment", as 
demonstrated by the recitation of Claim 2, wherein the polypeptide(s) may be an agonist or 
antagonist, inhibiting or activating the expression of activity of the NFAT receptor. A priori, 
there is no requirement that the "variant" or "fragment" of SEQ ID N0:2 possess the same 
activity as the polypeptide consisting of the amino acid sequence of SEQ ID N0:2. The special 
technical feature of Group II is an antibody that is an agonist or antagonist. The special technical 
feature of Group X is also an antibody. However, the Group III antibody possesses a function 
that is not recited for the Group X antibody, specifically agonist or antagonist activities on the 
NFAT receptor. The special technical feature of Group III is a polynucleotide comprising the 
nucleic acid sequence of SEQ ID N0:1. Group III is separable from the polypeptide of Group I 
because the amino acid sequence of SEQ IDN0:2 does hot necessarily require the nucleotide 
sequence of SEQ ID N0:1 and not all of the polypeptides of Group I require the nucleotide 
sequence of SEQ ID NO: 1 . The special technical feature of Group XIV is a transgenic animal 
that possesses none of the Groups I-III and X products, as the transgenic animal is comprises a 
gene knock-out of the NFAT activating receptor. 
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Groups IV-IX and XI-XIII are drawn to different methods such that each method requires 
different process steps, requires the use of different reagents, has different objectives, and does 
not share a special technical feature. The special technical features of the respective Groups IV- 
IX and XI-XIII inventions are method steps that do- not require the Groups I-III, X and XIV 
products. Rather, the Group IV method determines whether a compound binds to a receptor, the 
Group V method determines causes a change in cytokine production, the Group VI method 
interferes with the transcription or translation of the NFAT activating receptor, the Groups VII 
and XI methods recite steps of determining the expression levels of NFAT receptors, the Group 
VIII method recites steps of treating disease in a patient, the Group IX method results in the 
generation of an antibody, the Group XII method yields purified NFAT polypeptides, and the 
Group XIII method results in inducing tolerance in a mammal experiencing unwanted immune 
responses. 

A search for a polypeptide having agonist activity towards the NFAT activating receptor 
would not be co-extensive with a search for a transgenic animal. Further, a reference rendering 
an antibody that binds the NFAT activating receptor as anticipated or obvious over the prior art 
would not necessarily also render a nucleic acid encoding an NFAT activating receptor 
antagonist as anticipated or obvious over the prior art. Similarly, a finding that a method for 
blocking or modulating the expression of a cellular NFAT activating receptor was novel and 
unobvious over the prior art would not necessarily extend to a finding that a method for 
diagnosing the predisposition of a patient to develop disease was also novel and unobvious over 
the prior art. Because these inventions are distinct for reasons given above, and because a search 
of one does not necessarily overlap with that of another, it would be unduly burdensome for the 
examiner to search and examine all the subject matter being sought in the presently pending 
claims and thus, restriction for examination purposes as indicated is proper. 



3. Should Applicant elect any of Groups I-III, further restriction is required under 35 
U.S.C. 121 and 372. According to PCT Rule 13.2 and to the guidelines in Section (f)(i)(A) of 
Annex B of the PCT Administrative Instructions, all alternatives of a Markush Group must have 
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a common property or activity. This application contains claims directed to more than one 
species of amino acids and polynucleotides. 

Although the chemical compounds are a common structure in that they are nucleic acids 
(Group III), are all proteins (Group I) or all antibodies (Group II), the compounds are not 
regarded as being of similar nature because all of the alternatives do not share a common 
property or activity. Each of the nucleic acids consists of a unique nucleotide sequence, has a 
distinct melting temperature and a distinct specificity of hybridization. Each of the nucleic acids 
also encodes for a protein having a distinct amino acid sequence and a distinct biological 
activity, to wit, an agonist or antagonist. Similarly, each of the antibodies consists of a distinct 
amino acid sequence and has a different binding specificity. 

In response to the restriction requirement regarding Group I, Applicant must further elect 
a single polypeptide selected from the group consisting of the polypeptides recited in Claims 1, 3 
and 4, specifically: 

i) the amino acid sequence of SEQ ID N0:2, 

ii) a variant of amino acid sequence of SEQ ID N0:2, 

iii) a fragment of amino acid sequence of SEQ ID N0:2, 

iv) the amino acid sequence encoded by the polynucleotide of SEQ ID NO: 1 , 

v) the amino acid sequence encoded by a variant of SEQ ID NO: 1 , 

vi) the amino acid sequence encoded by a fragment of SEQ ID N0:1, 

vii) soluble forms of NFAT activating receptors, 

viii) soluble NFAT extracellular domains, 

ix) amino acids 43 to 150 of SEQ ID N0:2, or 

x) an antagonist fragment of an explicitly elected preceding (i-ix) polypeptide. 

In response to the restriction requirement regarding Group II, Applicant must further 
elect a single antibody from the list consisting of antibodies recited in Claim 6. 

In response to the restriction requirement regarding Group III, Applicant must further 
elect a single nucleic acid selected from the group consisting of nucleic acids recited in Claims 8 
and 9, specifically: 
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i) the polynucleotide of SEQ ID NO: 1 , 

ii) a variant of SEQ ID NO: 1 , 

iii) a fragment of SEQ ID NO: 1 , 

iv) a nucleotide sequence that encodes the amino acid sequence of SEQ ID N0:2, 

v) a nucleotide sequence that encodes a variant of amino acid sequence of SEQ ID N0:2, 

vi) a nucleotide sequence that encodes a fragment of amino acid sequence of SEQ ID 

N0:2 

vii) a nucleotide sequence encoding amino acids 43 to 150 of SEQ ID N0:2, or 

viii) a nucleotide sequence encoding an antagonist fragment. 

In response to the restriction requirement for Groups I-III, Applicant must further elect a 

single function and action attributed to the polypeptide (Group I), antibody (Group II) and 
polypeptide encoded by the nucleic acid (Group III), specifically one each of A, B and C below, 
wherein the polypeptide: 
A 

i) is an NFAT receptor agonist, or 

ii) is an NFAT receptor antagonist. 

B 

i) inhibits, or 

ii) activates. 

C 

i) expression of the NFAT receptor, or 

ii) action of the NFAT receptor. 

A search for a variant of SEQ ID N0:2 would not be co-extensive with a search for an 
antibody that is an NFAT activating receptor agonist. Further, a reference rendering a nucleic 
acid of SEQ ID N0:1 as anticipated or obvious over the prior art would not necessarily also 
render an antagonist fragment of amino acids 43 to 150 of SEQ ID N0:2 as anticipated or 
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obvious over the prior art. Similarly, a finding that a bispecific antagonist antibody that is an 
NFAT activating receptor agonist was novel and unobvious over the prior art would not 
necessarily extend to a finding that a heteroconjugate antibody that is an NFAT activating 
receptor antagonist was also novel and unobvious over the prior art. Because these inventions are 
distinct for reasons given above, and because a search of one does not necessarily overlap with 
that of another, it would be unduly burdensome for the examiner to search and examine all the 
subject matter being sought in the presently pending claims and thus, restriction for examination 
purposes as indicated is proper. 

It is further noted that this is a restriction requirement and should not be construed as an 
election of species. 

Should Applicant traverse on the ground that the inventions are not patentably distinct, 
Applicant should submit evidence or identify such evidence now of record showing the 
inventions to be obvious variants or clearly admit on the record that this is the case. In either 
instance, if the examiner finds one of the inventions unpatentable over the prior art, the evidence 
or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Should Applicant add or amend the claims of the elected invention to introduce subject 
matter from a non-elected invention for which the above stated group restriction(s) is(are) 
required, then Applicant is required to make the appropriate elections set forth above in 
accordance with the subject matter recited in the newly added or amended claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kevin K. Hill, Ph.D. whose telephone number is 571-272-8036. 
The examiner can normally be reached on Monday through Friday, between 9:00am-6:00pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph T. Woitach can be reached on 571-272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





